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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all ; 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Say 
et al, US 6,175,752 B1, hereinafter referred to as Say, in view of Kurnik, US 6,546,269 
B1 , hereinafter referred to as Kurnik. 

3. As to Claim 1 , Say teaches "methods and devices for the continuous and/or 
automatic in vivo monitoring of the level of an analyte [such as glucose]" (a continuous 
blood glucose monitor), comprising: 

a "sensor, a sensor control unit, and a display unit," [Abstract, Line 1-2] wherein 
"the sensor control unit... may also include a variety of optional components, such as, 
for example... a processing circuit," [Column 2, Lines 26-29] and "the analyte monitoring 
system also includes a display unit that has a receiver for receiving data from the 
sensor control unit and a display coupled to the receiver for the displaying the indication 
of the level of an analyte," [Column 2, Lines 46-50]. (a display; a processor that is 
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interfaced with the display; the processor being configured to display data on the 
display) 

a display wherein "the display may contain more complex structures, such as 
LCD or LED alphanumeric structures, portions of which can be activated to produce a 
letter, number, or symbol," [Column 50, Lines 42-44] and "the display may also be 
capable of displaying a graph of the analyte over a period of time," or "graphs of the rate 
of change or acceleration in the rate of change of an analyte level over time" [Column 
51, Lines 4-8], (the data being displayed in a graphical form, as a single image, past 
and present glucose values and trend data). It is inherent that a graph of an analyte 
over time would necessarily include both past and present analyte values as only in this 
case would there be scope to graph rates of acceleration in rate of change of analyte 
concentration over time. 

What Say fails to teach is a processor further being configured to calculate future 
blood glucose values. Kurnik teaches "a method and device provided for measuring the 
concentration of target chemical analytes present in a biological system, and then 
predicting a future or past concentration of an analyte using a series of such 
measurements" [Abstract, Lines 1-4]. Kurnik teaches that prediction of future values is 
beneficial to correct for any discrepancies between the measured glucose level and the 
actual (real-time) glucose level from the lag-time between extracting the glucose analyte 
and obtaining a measurement from the extracted glucose, for example in the case of 
continuous monitoring of glucose analyte level using iontophoresis. Kurnik also 
teaches that prediction of future values may be used to control an aspect of the 



Application/Control Number: 1 0/731 ,350 Page 4 

Art Unit: 3736 

biological system, particularly a physiological effect. In view of the teachings of Kurnik, 
it would have been obvious to one having ordinary skill in the art at the time of the 
invention to modify Say to include the elements as disclosed by Kurnik to provide a 
processor configured to calculate future blood glucose values and to display the future 
values simultaneously with the past and present data in the same image, since Say 
already presents future indicators based on for example trend and/or threshold 
analyses. 

4. As to Claim 2, Say teaches, "one example of a receiver/display unit is illustrated 
in FIG. 23. The display of this particular receiver/display unit includes a portion which 
displays the level of the analyte, for example, the blood glucose concentration, as 
determined by the processing circuit and/or the analyzer using signals from the sensor. 
The display also includes various indicators which may be activated under certain 
conditions. For example, the indicator of a glucose monitoring device may be activated 
if the patient is hyperglycemic. Other indicators may be activated in the cases of 
hypoglycemia, impending hyperglycemia, impending hypoglycemia, a malfunction, an 
error condition, or when a calibration sample is needed." Say further teaches that "in 
some embodiments, color coded indicators may be used" and furthermore that "the 
portion which displays the blood glucose concentration may also include a composite 
indicator, portions of which may be appropriately activated to indicate any of the 
conditions described above" [Column 50, Lines 53-67 and Column 51, Lines 1-3]. (The 
processor is further configured to display a visual indication as to whether the blood 
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glucose level is predicted to be at an acceptable level at a predetermined time in the 
future, the indication comprising displaying the image in a first color for good and a 
second color for bad) 

5. Claims 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Say in 
view of Kurnik, as described above in Paragraph 3 and Paragraph 4. 

6. As to Claim 4, items 4a (a means for showing the present value of a parameter), 
4c (a means for showing whether the monitored parameter has been relatively constant 
for a predetermined past period, whether the parameter value is increasing or 
decreasing, and the relative rate at which the parameter is changing, and (wherein the 
means a-c are displayed in a graphical form in a single viewing of the display) are 
described by the combination of Say and Kurnik as described in Paragraphs 3 and 4 of 
this action. Say further teaches that "the display also includes various indicators, 166, 
which may be activated under certain conditions. For example... a malfunction, an error 
condition, or when a calibration sample is needed, 176." [Column 50, Lines 58-65]. (b. 
a means for showing information about the monitoring device). 

7. Claims 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Say 
in view of Kurnik, as described above in Paragraph 3 and Paragraph 4. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vikram P. Sundararaman whose telephone number is 
571-272-3351. The examiner can normally be reached on M-F, 730am-4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

VPS 



